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DETAILED ACTION 
Status of the Claims and Examination 
Claims 1-9 are pending and the subject of this Office Action. 



Objection 

The disclosure is objected to because of the following informalities: Applicants have 
written disease types utilizing acronyms without fully disclosing the names of the disease to 
which the acronyms can refer back, see for example, the acronym MELAS. 

Appropriate correction is required. 

Claim Rejections 35 U.S.C. §112 J 

The following is a quotation of the first paragraph of 35 U.S.C. §1 12: 

The specification shall contain a written description of the 
invention, and of the manner and process of making and using it, in 
such full, clear, concise, and exact terms as to enable any person 
skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his 
invention. 

Claims 1-9 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the written description requirement. The claims contain subject matter that was not described in 
the specification in such a way as to reasonably convey to one skilled in the relevant art that the 
inventor, at the time the application was filed, had possession of the claimed invention. 

The claims are drawn to "[a]n agent for treating mitochondrial disease." The specification 
is written broadly, however, advising that a "mitochondrial disease is classified in various ways 
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by biochemical abnormalities, clinical symptoms or types of abnormalities" (Specification, page 
1, paragraph 3), and simply noting that types of mitochondrial diseases, such as chronic 
progressive external ophthalmoplegia, myoclonus epilepsy associated with ragged-red fibers, 
MELAS, Leber's (Specification, page 14, lines 11-12). In short, the specification fails to clearly 
define mitochondrial disease, and the reference provided is insufficient to meet the written 
description proviso of 35 U.S.C. 1 12, first paragraph. 

Claim Rejections '35 use §102 
The following is a quotation of 35 U.S.C. 102(e) which forms the basis for all 
obviousness rejections set forth in this Office Action: 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act of 1999 
(AIPA) and the Intellectual Property and High Technology Technical Amendments Act of 2002 
do not apply when the reference is a U.S. patent resulting directly or indirectly from an 
international application filed before November 29, 2000. Therefore, the prior art date of the 
reference is determined under 35 U.S.C. 102(e) prior to the amendment by the AIPA (pre-AIPA 
35 U.S.C. 102(e)). 

Claims 1-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Japanese 
Patent Publication No. 2003-335664 [hereinafter referred to as "Fukumi et al"]. 

Fukxmii et al disclose a nutritional preparation consisting of L-ascorbic acid powder that 
is 0.2 to 20 times the part by weight of ribonucleotides and whose weight ratio is 1 to 0.2 though 
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6 times to L-arginine powder (See the Claims at page 2). Fukumi et al essentially anticipate all 

of the functional claims of the present application. While Fukumi et al do not explicitly purport 

to treat mitochondrial diseases, inherent in its treatment of, for example, myoclonus syndrome 

and encephalopathy (See page 2 of 19, paragraph 10) by increasing the bioavailability of L- 

« 

arginine content, is the treatment of mitochondrial disease. See generally, McFarland, Robert, et 
al., "The Neurology of Mitochondrial DNA Disease," Neurology, Vol. 1, pages 343-351 
(October 2002)(noting mitochondrial neurogastrointestinal encephalopathy syndrome, 
mitochondrial encephalopathy lactic acidosis and stroke-like episodes, and myoclonus epilepsy 
with ragged red fibres as mitochondrial diseases, and the same are disclosed as treated by the 
prior art). 

In consideration of the foregoing, the instant invention was clearly anticipated by the art 
disclosed. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alicia Hughes whose telephone number is 571-272-6026. The 
examiner can normally be reached from 9:00 AM to 5:00 PM, Monday through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, can be reached at 571-272-0718. The fax number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR of Public PAIR. Status information for xmpublished 
applications is available through Public PAIR only. For information about the PAIR system, see 
http ://pair-direct-uspto . gov . Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 
assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
28 August 2007 
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